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Dear Peggy:

Many thanks for ensuring that this comnxntary reaehes  the correct hands

Commentary:
In support  of the FDA-S irnpkrqentation  of the ~issemitvx’km  ofh@rmaJW?l
on Unapprove4Vew Uses fir Marketed Dregs, lh’ologics, and Devices,  we
respectfWy suggest rhat @e FIXA in$brm the appropriate journal editors of
the detailed review Gri@f’& whf,ch the FDA will use in the evaluation of,.
published material. &y khowihg.  in dotaiI of these criteria, joutmal edi?ors
may proactively  call he retiewkrs’ q5ec~al attention to those areas of FDA
coneem  In t& way, off-Iabeled  uses of drugs, biologics,  and detices  which
am submitted for publi@ion  co=ideration would rec@e pem-=view, which
takes into account the partiaakr areas the FDA considers of spe~ial import.
The end result would be to ~er strengthen the peer-review process ~~d,
hopefully, speed and stredine  @ FDA’s subsequent review of published
papers which might be eemidgred  under the ‘ioff-label  dissemination”
proviskm. Although the autormtny of each jcwrmd  would remain invicdmte,
the FDA’s review criteria w@uI~ .we sic sure, be serioudy considered by the
respective journal editorial .Ikrds,.  We can certainly pladge this on behalf ~f
The Chcologma s

If We may  pmvid~  any fur?.k  inforrnatiori, please contact

Yours  qincerely,

*“”
Dr. Mart.#J- Mqhy, Jr.
Executive Editor
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